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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 23-28 rejected under 35 U.S.C. 102(b) as being anticipated by Giron et 
al. (WO 03/073935). Giron et al. disclose a method of diagnosing a predetermined 
condition in a subject, said method comprising the steps of (i) determining the amount, 
or relative amount, of a predetermined diagnostic species in a first breath sample; (ii) 
determining the amount, or relative amount, of said predetermined diagnostic species in 
a second breath sample; (iii) relating the results of steps (i) and (ii) with the presence or 
absence of said predetermined condition (abstract; p. 12); wherein said first sample and 
second sample are ex vivo and are derived from different phases of a breathing cycle of 
said subject, the first breath sample being of tidal breath and the second breath sample 
being of alveolar breath (pgs 4-5), and steps (i) and (ii) are carried out using a 
measurement apparatus arranged to detect the absorption of electromagnetic radiation 
at and around a known absorption wavelength for the diagnostic species (p.4). The 
predetermined condition is a condition that has a discernible effect on the oxidative 
stress and/or lipid peroxidation in the subject and is pulmonary disease (p.1). The 
diagnostic species is a species that is volatile at room temperature and pressure (p. 5). 
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Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 27-28 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Giron et al, supra, and further in view of Gibson et al. (A field-portable, laser-diode 
spectrometer for the ultra-sensitive detection of hydrocarbon gases, Journal of Modern 
Optics, vol. 49, no. 5/6, 769-776 (2002)). Giron et al. does not expressly teach a 
measurement apparatus with a laser source with tunable wavelength or phase-sensitive 
detection means. However, Giron et al. admits that the disclosed measurement device 
does not provide ultra-sensitive detection of gases (Giron et al., pgs 22-25) Gibson et al. 
teaches a portable measurement apparatus having ultra-sensitive detection using a 
laser source with a tunable wavelength (Gibson et al., p. 770). Gibson also teaches a 
phase-sensitive detection means to detect intensity fluctuations of the electromagnetic 
radiation from the laser source (p. 770-771 ). It would have been obvious for one of 
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ordinary skill in the art to modify Giron et al. with the measurement device of Gibson et 
al. in order to gain the advantages of ultra-sensitive detection of gases in breath. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KERI A. MOSS whose telephone number is (571)272- 
8267. The examiner can normally be reached on 9-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on (571)272-1700. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner, Art Unit 1797 
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Supervisory Patent Examiner, Art Unit 1797 



